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DETAILED ACTION 

This office action is responsive to communication filed 6/19/2008. The status of 
the claims is as follows: claims 7-11, 1 3-20 and 30-34 are under current examination 
and claims 35-36 are drawn to non-elected inventions. 

Please note that this case has been transferred to another Examiner and all 
future correspondences regarding this application should be directed to Michelle 
Horning of AU 1648. 

Election/Restrictions 

Applicant's election without traverse of Group II in the reply filed on 6/19/2008 is 
acknowledged. 

Information Disclosure Statement 

No IDS has been submitted for consideration. 

Specification 

The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. The title "Vaccine and 
Method of Use" is nebulous. 

Claim Objections 

Claim 13 is objected to because of the following informalities: for the use of 
random periods throughout the claim; see lines 4 and 6. Appropriate correction is 
required. 
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Claim 16 is objected to because of the following informalities: for the use of a 
random hyphen (see line 2) and excessive commas in ",the," (see line 3). Appropriate 
correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 17 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. The claim reads "culturing an 
infectious from said biological fluid" and it is not clear what is infectious. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 7-11, 13-20 and 30-34 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for a making a 
composition in which antigen are isolated, does not reasonably provide 
enablement for a "therapeutic vaccine". The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make the invention commensurate in scope with these claims. Enablement is 
considered in view of the Wands factors. 

Nature of the invention. The claims are drawn to a method of making a 
therapeutic vaccine. 
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Scope of the invention. All claims are broad with respect to what the therapeutic 
vaccine is for. The claims are drawn to a lipid-containing infectious organism and in 
view of the instant disclosure, no definition is provided with respect to a "lipid-containing 
infectious organism". Note that "microorganism" is defined as bacteria, fungi and 
parasites but viruses are excluded (see paragraph 6, Background of the Invention). 
Paragraph 25 describes the viral envelope like a cell membrane as containing phospho- 
lipoproteins. 

State of the prior art. The prior art describes the claimed methods with respect to 
making the composition (see Ngu 2001). 

Working examples. The examples describe a method in which HIV antigens were 
isolated from HIV patients, using the claimed method. Following administration of the 
composition, the viral load and CD4 were counted (see page 26). 

Guidance in the specification. The specification provides the requirements of an 
effective preventative vaccine on page 27. The specification provides the following 
recitation: "the HIV vaccine should provoke an immune response that kills the virus in 
the infected person". According to the specification, the essential feature of the 
invention is that a part of a person's immune system contained in his peripheral 
leukocytes can be vaccinated in vitro in a medium free of HIV and lipid-containing 
infectious agent before being re-injected into the person (see page 28). While only 
hypothetical, this feature has yet to be proven to be essential to a therapeutic vaccine 
by the Applicant or by the prior art. 
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Predictability of the art. There is no way one could predict whether a composition 
resulting from the claimed method would lead to a successful therapeutic vaccine. 

Amount of experimentation necessary. Much undue experimentation would be 
necessary in order to achieve a therapeutic vaccine against lipid-containing organisms 
as so broadly claimed, such as actual data supporting the composition as a successful 
vaccine. 

Given the discussion above, it would require undue experimentation for the 
ordinary artisan to perform the full scope of the method as claimed. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 13-16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ngu(2001). 

Ngu describes both an effective vaccine and immunotherapy against HIV. Page 5 
provides that blood was taken from patients concerned (HIV infected) and either ether 
or chloroform was used in order to destroy the viral envelope. The solvent is removed 
and the residue constitutes the vaccine comprising only the HIV antigens (column 1, 
page 5). Using this composition, the author then treated leukocytes in vitro isolated from 
the person concerned and the treated cells were re-injected back into the patient. 
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Purification of the leukocytes is described on pages 5 and 7 and the author claims that 
all traces of the serum were removed. Thus, the above claims are rejected. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 7-11, 17-20 and 30-34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ngu as further evidenced by Franks (1998). 

The teachings of Ngu are applied as they are above. Ngu does not provide 
additional steps to concentrate or dilute a sample or specific ratios of chloroform to 
biological fluid. Additionally, Ngu does not express a procedure in which extraction 
includes mixing, swirling, vortexing and rotating. Lastly, Ngu does not describe 
extracting and treating a biological fluid from one infected person and treating the 
leukocytes isolated from a second person in which both persons are infected with the 
same lipid-containing infectious organism. 

Note that concentrating or diluting samples are obvious steps for the ordinary 
artisan to do in order to gain optimization, including altering the antigen concentrations 
for inducing optimal effects. Further, the process of lyophilization in order to concentrate 
a sample is well taught in the prior art (see whole document by Franks). Altering the 
ratios of the chloroform to biological fluids is also considered an optimization through 
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routine experimentation (see MPEP 2144.05). With respect to mixing, swirling, vortexing 
and rotating, this is also obvious to the ordinary artisan to do in order to gain 
homogeneity, particularly when two different samples are combined. In this case, claim 
30 is drawn to these procedures in the step of extracting which involves combining a 
lipid-extracting solvent with a biological fluid. Lastly, the teachings of Ngu does not 
describe extracting and further treating a biological fluid from one infected person and 
treating the leukocytes with the first sample isolated from a second person in which both 
persons are infected with the same lipid-containing infectious organism. Note that such 
a method is obvious to the ordinary artisan given both persons are infected by the same 
exact lipid-containing infectious organism. As described by Ngu, it is the HIV antigens 
that are isolated from its viral membrane that is used to treat the leukocyte fraction and 
such antigens would be the same if the infectious organism is identical, regardless of its 
source. It would have been obvious to perform any method step in order to achieve 
optimal results or to use lipid-containing infectious organism vaccines (e.g. HIV 
antigens) regardless of its source for the treatment of the same exact lipid-containing 
infectious organism (e.g. HIV). There would have been a reasonable expectation of 
success (in including altering solution ratios, mixing two different samples or using a 
drug specific for a disease in treating that specific disease) because this is widely 
practiced in the prior art. Thus, the invention as a whole was clearly prima facie obvious 
to one of ordinary skill in the art at the time the invention was made. 

Conclusion 

NO CLAIM IS ALLOWED. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHELLE HORNING whose telephone number is 
(571)272-9036. The examiner can normally be reached on Monday-Friday 8:00-5:00 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michelle Horning/ 
Examiner, Art Unit 1648 

/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



